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. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 



El 


Box No. I 


□ 


BoxNo. II 


□ 


Box No. 1H 


□ 


JBoxNo. IV 


El 


Box No. V 


□ 


Box No. VI 


□ 


Box No. VTI 


□ 


Box No. Vni 



Reasoned statement under Rule 43 to. l(a)(i) with regar dJo_noyelty, inventive step or indu strial 
applicability; citations and explanations supporting suchkt|tjr^tQ f^^^Tp^^^Q^" 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 



2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. \bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expires later. 

For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCTAJSO4/30813 


Box No. I Basis of this opinion 


- - tf ir ,i| W ... i, ■■ f| 


1 . With regard to the language, this opinion has been established on the basis of the international application in the language in which it 
| was filed, unless otherwise indicated under this item. 


1 1 This opinion has been established on the basis of a translation from the original language into the following language 
which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23. 1(b)). 


2. With regard to any nucleotide and/or amino add sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




1 1 a sequence listing 




1 1 tablets) related to the sequence listing 




b. format of material 




1 1 in written format 




1 1 in computer readable form 




c. time of filing/furnishing 




1 1 contained in international application as filed. 




1 1 filed together with the international application in computer readable form. I 


1 1 furnished subsequently to this Authority for the purposes of search. 




3. In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


4. Additional comments: 

> 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/USO4/30813 



1 



Box No. V Reasoned statement under Rule 43 bis. l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) Claims NONE YES 

Claims 1-44 N O 

Inventive step (IS) Claims NONE Y ES 

Claims 1-44 NO 

Industrial applicability (IA) Claims 1-44 YES 

Claims NONE ' NO 



2. Citations and explanations: 

Claims 1-44 lack an inventive step under PCT Article 33(3) as being obvious over Ponikau (US 6207703) in view of Lawter (US 
2002/0035096). Ponikau teaches, in the abstract, methods and compositions for treating and preventing non-invasive fungus-indiced 
mucositis. Additionally Ponikau points out that the present methods and compounds can prevent or treat other conditions such as 
chronic otitis media, chronic colitis, and Chrohn's disease. Ponikau teaches in columns 9 and 10 that the anti-fungal compound used in 
the invention can be clotrimazole and that it can used in conjunction with other compounds such as steroids, decongestant, leukotriene 
inhibitor etc. Additionally the compounds can be used in the intestinal anatomy of a subject. Ponikau teaches in column 18 and 19, that 
the intestines can be specifically treated by the compounds for inflammation. Lawter et al., teach in the abstract, methods and 
compounds for the treatment or prevention of mucositis to the gastro-intestinal tract, by administering a composition comprising 
tetracycline and an anti-fungal agent Lawter et al. teach on page 4, that the anti-fungal agent can be clotrimazole and that the 
compounds are to be administered topically to the oral cavity and gastrointestinal tract. Additionally Lawter et al., point out that the 
addition of the anti-fungal agent is not to treat mucositis caused by a fungus but to prevent the exploitation of naturally occurring fungus 
from inducing mucositis. 

Claims 1-44 lack an inventive step under PCT Article 33(3) as being obvious over the prior art as applied in the immediately preceding 
paragraph and further in view of Jensen et al. (US 6545028). Jensen et al. teach, in the abstract, methods of treatment of inflammatory 
bowel disease, colitis ulcerosa, Coeliac disease, etc. by administering certain imidazole, triazole, or 1,4-dihydrdpyridine derivatives. 
Jensen et al. teach, in column 3 line 45 to column 4 line 5, that the present compounds are IKc a inhibitors that treat inflammation. 
Jensen et al teach, in columns 12 thru 14, that the conditions that can benefit from the present compositions include autoimmune 
diseases, inflammatory bowel disease, Chron's disease, colitis ulcerosa etc., that the compounds may be administered in any acceptable 
form, and that a preferred embodiment clotrimazole is used. 

Claims 1-44 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can 
be made or used in industry. 
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NOTES TO FORM PCT/IS A/220 (continued) 

Hinv.ren«s between the claims as filed and the claims as amended, h must, in 

t\) the claim is unchanged: 

<u") the claim is cancelled; 

(iii) the claim is new. 

« iv) the claim replaces one or more claims as nled; 

< v) the claim is the result of the division of a claim as filed. 
The following examples illustrate the manner in which amendments must be explained in the acco-panying 
letter: n 

cuS/33 ^ 36UanS.: newc.aims49.o>. added." 
- (Where onein^ly there were 15 claims and after amendmen. of all cla,ms .here are II): 

••Claims I to 1 5 replaced by amended claims I io II. 
t. [Where originally .here were 14 claims and .he amendments consist in cancelling some clams and .n 

adding new claims): cancelled new claims 15, 16 and 17 added." or 

3£ I Io ^Z^^ll padded: all o.her c,a.ms unchanged." 

4. [Where vanous kinds of " "^nd I9canc*lled: claims 14, I5and 1 6 replaced by amended 

^t^IrA^:^ '^ IS. .6 and .7: new claims 20 and 2. added." 

-Stateroent under Artide 19(1)" (Rule 46.4) 

. „ „, n ;,w hv a statemen. explaining ihe amendments and indicating any impact 

32 SSra'ySrBrS. .hVdStion an'd ^drawings (which cannot be amended undo, , 
Article 19(1)). j j ' 

The statement wili be published with the in.emalional application and .he amended claims. 
It must be in the language in which the international application is to be published, 
h must be brief, no. exceeding 500 words if in English or if translated into English. 

- . . . . Anrc —niace the letter indicating Ihe differences berween the claims 
llfiZXfZSt VZ^^pp«s^ r * musf be identified as such by a heading, 
nreferably by using the words "Statement under Article IV< i h 

report may be made only in connection with an amendment of mat claim. 

Consequence if a demand ft>r international preliminary examination has already been fiW 
,, aI the time of filing any -endme- and an = 

,n.ema.ional preliminary has a ready ^^Wgjfl^ also fi £ wilh tne taxational 
filing the amendments (and any statemen.) ^*^ e ^ U ° and of any salemall) and. where required, a 
Preliminary Examining °^I motc that Authority (see Rules 55.3(a) and 62.2. first 

SSS tX&ZttZSSF* the demand form (PCT/1 PEA/40 1). 

Consequence with regard «. translation of the international application for entry into the national phase 

.-• ■ -, ^r^^-r, m the fact that, upon eritry into the national phase, a translation or the 

^•SKS Articled may hlte X £* designated/elected Offices. h*ead of. or 
in addition to. the translation of the claims as filed. 

For further detaus on the requirements of each designated elected Office, see the PCT Applicant 's Guide, 
Volume U. 



Notes to 



Forrr. IVTISA,-2:0.«-:o<Klshceil 1*98: izptxr. Annl 



NOTES TO FORM PCT/ISA/220 



tu * m«,^< lf , intended to eive the basic instructions concemine rhc filing of amendments under Article 19. The 
m UC u^A nn th reou remits ofihe Patent Cooperation frearv. the Regulations and the Administrative 
S« ^^jST^J^^^ ^ween the. Notes and those requirement, the larcer are 
wSe. For more detailed information, see also the PCT Applicant s Gutde. a publication of WIPO. 

In these Notes. -Article " "Rule* and Section" refer to the provisions of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AAfENDJV TENTS UNDER ARTICLE 19 
The anolicant has after having received the international search report, one opportunity to amend the claims of the 

FunhermorV il should be emphasized that provisional protection is available in some States only. 

What parts of the international application may be amended ? 

Under Article 19, only the claims may be amended 

During the intemat.onal phase, .he claims may also be amencea tor further amended) under Article 34 tefore 
the International Preliminary Examining Authority, the description and drawings may only be amended 
under Article 34 before the International Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article.28 
or, where applicable. Article 41. 

WhP„ * Winin 2 months from the dale of transmittal of the international search report or 16 months from the priority 
' le ^SK expires later. It should be noted, however, that the amendments will be considered 
t ?hSE£ Reived o„ time if they are received by the International Bureau after the < £ 5* 

appSe Ume limit but before the completion of the technica/ preparations for international publication 
(Rule 46. 1). 



Where not to file the amendments ? 

The amendments may only be filed with the International Bureau and not with the receiving OfT.ce or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 

How ? Either by cancelling one or more entire claims K ,Jding one or more new claims or by amending the text of 
one or more of the claims as filed 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a i cla> js 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions. Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter. ^ 

The lener will not be published with the international application ; ^^^ n ^'J} Mtn" * 
confused with the "Statement under Article 19(1)" (see below, under Statement under Article 19(1) ). 
The letter must be in English or French, at Ihe choice oi the applicant. However, if the language of the 
SU!ta?Sp^ltaini English, the letter must be in English; if the language of the ,ntemat,onal 
application is French, the letter must be in Frenclj. 



Notes io Form PeT/ISA/220 (first sheet) (July 1998: reprint April 2002) 



